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!E1 Responsive to communicationls) filed on Sep 13, 1999 . — - 

□ This action is FINAL. ^.^^^h 

□ s,n« ,NS »pp«ca,ion is ,n condition .or .lowance ^^'^'ll^^^^l^'J"^^ " " " 

. ..o,.ened .a...o., period ,0, response ,0 .Hs ao*n - 

LUTSr^oltp^ntn^' rS-TS: ;rsirns'7re .a, .a o^Lnad „nde, .ne provisions o, 

37 CFR 1.136(a). 



Disposition of Claims 

H Claim(s) 10-14 and 25-31 



Of the above, claim(s) 
□ C!ainn(s) 



1X1 Claim(s) 10-14 and 25-31 

□ Clainn(s) 

□ Claims , 



_ is/are pending in the application, 
is/are withdrawn from consideration. 

is/are allowed. 

is/are rejected. 

is/are objected to. 



are subject to restriction or election requirement. 



Application Papers 

□ See the attached Notice of Draftsperson's Patent Drawing Review, PTO-948. 

, , i , J is/are objected to by the Examiner. 

□ The drawing(s) filed on _ is/are oojet-ieu y 

, is Opproved Qjisapproved. 

□ The proposed drawing correction, filed on 

□ The specification is objected to by the Examiner. 

□ The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 ocncr siiqiaWtd) 

□ Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a) (d). 

□ All DSome* DNone of the CERTIFIED copies of the priority documents have been 

□ received, 

□ received in Application No. (Series Code/Serial Number) . • 

□ received in this national stage application from the International Bureau (PCT Rule 17.2(a)). 
Certified copies not received: 



□ Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 
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□ Notice of Draftsperson's Patent Drawing Review, PTO-948 

□ Notice of Informal Patent Application, PTO-152 
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Art Unit: 16*5 

DETAILED ACTION 



, 29 31 have been added, consecuently cla.ms 10-14 and 
and entered. New claims 29-31 tiav 

pending in the instant application. 

Claim Rejections- 35 VSC§ 103 

. . 28 under 35 U.S.C. 103(a) as being unpatentable 
, Tl>e rejection ofclainrs 10-14 and 25-28 under 3 .3.^ Biol. 

,„,<Eur 5 Btoche.. 189:73-81 (April 1990,) tnv.ew of B.nz«« 
— ■ .990))Kottt(Bssenhal— .Srx.hEdrt,o„,Blac.well 

Sere„t,licPub,icat.ons,Boston.MA,Ppn3-n8(.^ ^^^^^^^^^^ 

,„4-3182(Aprl«,Kleia(A»na>^'^^-''-«"^'""°*'' 
Microbiol. 26: 2351-2356 (NOV 1988)). is withdraw. 

ammRejeclions-35VSC§m 

, .,35USC ,12. second paragraph, as being vague and 
Ther.ect,„nofclarml4under35U.S.C. „^,,„, Applicant's 

,„de«ni.etn.herecitat.onor— yendot»tn-.ee.s«.thdra 

arguments. 

<.ounds of rejection are applied to the claims: 
The following new grounds oi rej 
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Claim Rejections - 35 USC § 112 
3. Claims 10-14 and 25-31 are rejected under 35 U.S.C. 1 12, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to enable one skilled 
in the art to which it pertains, or with which it is most nearly comiected, to make and/or use the 
invention. 

The claims are directed to a soluble and neutralizing vaccine comprising a fusion protein, 
said fusion protein comprising a non-toxic protein sequence and at least a portion of one or more 
Clostridium botulinum toxins, said one or more toxins selected from the group consisting of type 

B toxin and type E toxin. 

The specification provides insufficient guidance of how to use the claimed portions as a 
soluble and neutralizing vaccine. It is well recognized in the art that it is unclear whether a single 
protein derived from a pathogen will elicit protective immunity. EUis, R.W. (see Chapter 29 of 
"VACCINES" [Plotkin, S.A et a/.,(ed.), published by W.B. Saunders Company (Philadelphia) in 
1988, especially page 571, 2nd full paragraph] exemplifies this problem in the recitation that "The 
key to the problem (of vaccine development) is the identification of that protein component of a 
virus or microbial pathogen that itself can elicit the production of protective antibodies ...and thus 
protect the host against attack by the pathogen." One of skill in the art would be forced into 
undue experimentation to identify all portions of a single antigen which can be produced as a 
soluble and neutralizing vaccine, given that the art teaches of the unpredictability of using a single 
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Art Unit: 1645 

antigen for vaccination it would be an undue burden and be unpredictable to use the broadly 
claimed soluble and neutralizing vaccine portions for vaccination. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Mark Navarro, whose telephone number is (703) 306-3225. The examiner 
can be reached on Monday - Thursday from 8:00 AM - 6:00 PM. The examiner can be reached 
on alternate Fridays. If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor Dr. Anthony Caputa can be reached at (703) 308-3995. 

Any inquiry of a general nature or relating to the status of this application should be 
directed to the Group receptionist, whose telephone number is (703) 308-0196. 

Papers related to this application may be submitted to Group 1645 by facsimile 
transmission. Papers should by faxed to Group 1645 via the PTO Fax Center located in Crystal 
Mall 1 . The faxing of such papers must conform with the notice published in the official Gazette 
1096 OG 30 (November 15, 1989). The CMI Fax Center number is (703) 308-4242. 



Mark Navarro 
Patent Examiner 
December 2, 1999 



